UBND HUYEN VAN YEN CONG HOA XA HOQI CHU NGHIA VIET NAM

TT Y TE HUYEN VAN YEN Péc 1ap — Tu do — Hanh phiic
So: 133 /TTYT-KD Vin Yén, ngay 15 thang 01 nam 2025
V/v Yéu cau bao gia hoa chat, sinh
pham nam 2025
YEU CAU BAO GIA

Mua sam hod chét, sinh pham phuc vu cong tac kham, chita bénh nam 2025 cia
Trung tam Y t€ huyén Van Yén

Kinh giti: Cac hing san xuat, nha cung cap tai Viét Nam

Can civ Ludt ddu thau sé: 22/2023/QHI1S5 cia Quoc Hoi; Nghi dinh SO:
24/2024/ND-CP ngay 27/02/2024 cua Chinh phu, vé Quy dinh chi tiét mot sé
diéu va Bién phap thi hanh Ludt BPdu thau vé lira chon nha thau

Trung tim Y té huyén Vin Yén, tinh Yén Bai ¢ nhu cau tiép nhan bao
gia dé tham khao, xdy dung gia goi thau, 1am co s& t6 chuc lya chon nha thau
cho goi thau mua sim hoa chat sinh phim phuc vu cong tic kham, chita bénh
nam 2025 ciia Trung tdm Y té huyén Van Yén voi ndi dung cu thé nhu sau:

I. Thong tin ciia don vi yéu ciu bdo gia

1. Pon vi yéu ciu bao gia: Trung tim Y té huyén Vian Yén, tinh Yén Bai

2. Thong tin lién h¢ cua nguoi chiu trach nhiém tiép nhan bao gia: Oqg Mai
Khac Hung; chuc vu: Truong khoa Dugc—-TTB-VTYT-KSNK. S6 DT:
0983.566.034; Dia chi Email: dskhachung@gmail.com

3. Cach thtc tiép nhan bao gia:

- Nhén truc tiép hodc chuyén phat (Ban goc) tai dia chi: Khoa Dugc-TTB-
VTYT-KSNK — TTYT huyén Vin Yén, t6 dan phd sé 6, thi trin Mau A, huyén
Van Yén, tinh Yén Bai

- Nhén qua email: dskhachung@gmail.com (ban Scan c6 déng ddu dé ciia
hdng san xuat, nha cung cap)
4. Thoi han tiép nhan bao gia: Tir 14h00 ngay 15 thang 01 ndm 2025 dén trudce
14h00 ngay 22 thang 01 nam 2025.

Cac bao gid nhan duogc sau thoi diém néu trén s€ khong dugc xem xét.

5. Thoi han c6 hiéu luc cta bao gia: THi thiéu 90 ngay, ké tir 14h00 ngay 22
thang 01 nam 2025.

II. N§i dung yéu cau bio gia:

Géi thau: Mua sam hod chat, sinh pham phuc vu céng tac kham, chita
bénh nam 2025 cua Trung tam Y té huyén Van Yén (Danh muc chi tiét kem
theo).

1.1. Dia diém cung cap, cac yéu cau vé bdo quan va van chuyén: Giao
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hang tai Trung tim Y té huyén Van Yén, bao quan va van chuyén theo tiéu
chuan cta nha san xuat.

1.2. Thoi gian giao hang du kién: Sau khi hop dong ky két giita hai bén c6
hi¢u luc dén hét ngay 31/12/2025.

1.3. Noi dung bao gia ciia hang san xuat, nha cung cap: (Theo mdu bdo
gia gui kem),

Ghi cht: Cac hing san xuat, nha cung cép tai Viét Nam c6 thé bao gia
tham du thau 01 phan hodc nhiéu phan hodc toan bd goi thau.

1.4. Hinh thirc lya chon nha thau: Pau thau rong rii trong nudc qua mang
(xét thau theo tung phan).

1.5. Hinh thire hop dong: Theo don gia c¢d dinh.

Rat mong nhan dugc su quan tdm, hop tac cua cac cac hang san xuat, nha
cung cap tai Viét Nam.

Xin tran trong cdm on!
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Hoéa chit sir dung twong thich
cho may phaén tich sinh hoa

Chét hi¢u chudn chét luong da
nong d¢ cac xét nghiém sinh
hoa

« Str dung twong thich cho may phan tich sinh hoa AU 480; CS-
600B

« Thanh phin chinh: Huyét thanh ngudi.

« Higu chuan t5i thiéu cac thong sb: ALT-Alanine
Aminotransferase (SGPT); Albumin; Alkaline Phosphatase;
AST; Bicarbonate - Carbon Dioxide; Bilirubin — Direct;
Bilirubin — Total; Calcium; Cholesterol; Creatine Kinase;
Creatinine; Glucose; y-Glutamyltransferase; Serum Iron; LDH;
Magnesium; Phosphorus; Protein-Total; Triglyceride; Urea
(BUN); Uric Acid

« Pat tiéu chuéin chét luong ISO 13485

mL

26

Chét kiém chuén chét lugng xét
nghiém sinh hoa

« Sur dung tuong thich cho may phan tich sinh héa AU 480; CS-
600B

+ Thanh phan chinh: Huyét thanh nguoi.

« Kiém soat chit lwong t6i thidu cac thong s6: ALT-Alanine
Aminotransferase (SGPT); Albumin; Alkaline Phosphatase;
Amylase; AST; Bicarbonate - Carbon Dioxide; Bilirubin —
Direct; Bilirubin-Total; Calcium; Cholesterol-HDL; Cholesterol-
LDL; Cholesterol-Total; Creatine Kinase; Creatinine; Glucose;
v-Glutamyltransferase; Iron; UIBC; LDH; Lipase; Magnesium;
Phosphorus; Potassium; Protein-Total; Sodium; Triglyceride;
Urea Nitrogen; Uric Acid.

« Pat tiéu chuén chat lugng ISO 13485

mL

160

Vat lidu kiém soat chit luong
xét nghiém Hemoglobin Alc

« Sur dung tuong thich cho may phan tich sinh héa AU 480; CS-
600B

* Thanh phin chinh: Hng cu ngudi

« Pat tiéu chuén chét luong ISO 13485

mL

B chét hiéu chuin xét nghiém
HbAIC

« Str dung twong thich cho may phan tich sinh hoa AU 480; CS-
600B

* Thanh phan chinh: Chét hi¢u chuén huyét sic t6 Alc dong kho
dicu ché tir hong cau cua nguoi.

* Pat ti€u chuan chat lugng ISO 13485

mL

Vat lidu kiém soat chit luong
xét nghiém ASO/ RF/ CRP

« Str dung twong thich cho may phan tich sinh hoéa AU 480; CS-
600B

« Thanh phin chinh: Human serum; Sodium azide < 0.1%

« Pat tiéu chuén chat lugng ISO 13485

mL

B9 hiéu chudn chét lugng xét
nghiém CRP

« Str dung tuong thich cho may phan tich sinh héa AU 480; CS-
600B

* Thanh phin chinh: 150 mM Sodium Chloride; Human CRP

* Pat ti€u chuan chat lugng ISO 13485

mL

Hoa chat xét nghiém HbA1C

« St dung tuong thich cho may phan tich sinh héa AU 480; CS-
600B

+ Thanh phan chinh:

+ R1: Latex, buffer, stabilizer.

+ R2: Mouse anti-human HbA 1¢ monoclonal antibody, goat anti-
mouse IgG polyclonal antibody, buffer, stabilizers.

« Dat tiéu chuén chét luong ISO 13485

mL

3.500

Hoa chat xét nghiém CRP

« Sur dung twong thich cho may phan tich sinh héa AU 480; CS-
600B

« Thanh phén chinh:

+ R1: Buffer pH 7.6 Tris (hydroxymetyl) aminometan

+ R2: Antiserum, Anti-human CRP goat antiserum, Tris
(hydroxymethyl) aminomethane

« Pat tiéu chuén chét luong ISO 13485

mL

800

Hoa chat xét nghiém Direct
Bilirubin

« Str dung tuong thich cho may phan tich sinh hoéa AU 480; CS-
600B

« Thanh phin chinh:

+ R1: Buffer (pH 1.20), EDTA-Na2, NaCl, Sulfamic acid.

+ R2: Buffer (pH 0.50 ), 2,4 dichlorophenyldiazonium salt, HCI,
EDTA-Na2.

« Pat tiéu chuén chét lugng ISO 13485

mL

700




Hoa chat xét nghiém Total
Bilirubin

« Str dung twong thich cho may phan tich sinh hoéa AU 480; CS-
600B

« Thanh phin chinh:

+ R1: NaCL, HCL, surfactants

+ R2: HCI, 2,4 dichlorophenyldiazonium salt, surfactant

« Pat tiéu chuén chét luong ISO 13485

mL

700

Hoa chit xét nghiém Axit Uric

St dung tuong thich cho may phan tich sinh héa AU 480; CS-
600B

« Thanh phin chinh: DHBS, 4-aminoantipyrine, peroxidase
(botanical), uricase (microbial), stabilizers

« Pat tiéu chuén chét luong ISO 13485

mL

1.200

Hoa chét xét nghiém Albumin

* Sir dung tuong thich cho mdy phan tich sinh hoa AU 480; CS-
600B- Thanh phan chinh: Acetate buffer (pH 4.2), Bromocresol
Green (BCG), surfactant. Dat tiéu chuan chat lugng ISO 13485

mL

1.000

Hoa chit xét nghiém Creatinine

« Sur dung twong thich cho may phan tich sinh hoéa AU 480; CS-
600B

« Thanh phén chinh:

+ R1: buffer (pH 7.5), creatine amidinohydrolase (microbial),
sarcosine

oxidase(microbial), N-ethyl-N sulfopropryl-m-toluidine,
ascorbate oxidase(botanical), stabilizers, surfactants

+ R2: Buffer (pH 7.5), Creatinine amidohydrolase (microbial), 4
-aminoantipyrine, peroxidase (botanical), stabilizers, surfactants,
sodium azide.

- Pat tiéu chudn chit luong ISO 13485

mL

6.250

Hoa chét xét nghiém Glucose

« Sur dung twong thich cho may phan tich sinh héa AU 480; CS-
600B

« Thanh phin chinh: nicotinamide adenine

dinucleotide, adenosine triphosphate, magnesium, hexokinase
(yeast), glucose-6-phosphate dehydrogenase (microbial),
stabilizers

« Pat tiéu chuén chét luong ISO 13485

mL

10.000

Hoa chit xét nghiém
Cholesterol

« Stir dung twong thich cho may phan tich sinh héa AU 480; CS-
600B

* Thanh phan chinh: 0.5 mmol/L 4-

aminoantipyrine, p-hydroxybenzoic acid, cholesterol esterase
(mammalian and microbial), cholesterol oxidase (microbial),
peroxidase (botanical), surfactants, stabilizers.

« Pat tiéu chuén chét luong ISO 13485

mL

4.500

Hoa chét xét nghiém HDL
Cholesterol

« Sur dung twong thich cho may phan tich sinh hoéa AU 480; CS-
600B

« Thanh phéin chinh:

+ R1: N, N-bis (4-sulfobutyl)-m-toluidine disodium (DSBmT),
Cholesterol oxidase (microbial origin), Peroxidase

+ R2: 4-Aminoantipyrine, Cholesterol esterase, Surfactant

+ Pat tiéu chuan chat lugng ISO 13485

mL

800

Hoa chat xét nghiém LDL
Cholesterol

« St dung tuong thich cho may phan tich sinh héa AU 480; CS-
600B

« Thanh phén chinh:

+ R1: 4-Aminoantipyrin, Cholesterol oxidase, Cholesterol
esterase, Peroxidase, Detergent 1, Good’s buffer (pH 6.3)

+ R2: N,N-bis-(4-sulfobutyl)- m-toluidine disodium (DSBmT),
Detergent 2, Good’s buffer (pH 6.3)

« Pat tiéu chuén chét luong ISO 13485

mL

800

Hoa chit xét nghiém
Triglyceride

« St dung tuong thich cho may phan tich sinh héa AU 480; CS-
600B

« Thanh phin chinh: 4-aminoantipyrine, adenosine triphosphate,
p-chlorophenol, glycerol phosphate oxidase (microbial),
lipoprotein lipase (microbial), peroxidase (botanical), glycerol
kinase (microbial), stabilizers.

« Dat tiéu chuén chét luong ISO 13485

mL

4.500

Hoa chat xét nghiém Urea

« Str dung twong thich cho may phan tich sinh hoéa AU 480; CS-
600B

« Thanh phan chinh: Buffer (pH 8.0 at 25°C), 2-oxoglutarate,
ADP, GLDH (mammalian), Urease (botanical), NADH analog,
stabilizers

« Pat tiéu chudn chit lugng ISO 13485

mL

6.000

20

20

Hoa chat xét nghiém men gan
(ALT/ SGPT)

« St dung tuong thich cho may phan tich sinh héa AU 480; CS-
600B

+ Thanh phéan chinh:

+ R1: Buffer (pH 7.55), L-alanine, lactate dehydrogenase
(microbial)

+R2: 2-oxoglutarate, NADH

- Pat tiéu chudn chit luong ISO 13485

mL

7.000




Hoa chat xét nghiém men gan

« St dung tuong thich cho may phan tich sinh héa AU 480; CS-
600B .
 Thanh phan chinh:

21 21 (AST/ SGOT) + R1: TRIS buffer (pH S.Q), L_—aspartate, MDH (microbial), mL 7,000
lactate dehydrogenase (microbial)
+R2: 2-oxoglutarate, NADH
« Pat tiéu chuan chat lugng ISO 13485
« Sur dung tuong thich cho may phan tich sinh héa AU 480; CS-
600B .

. A oo i * Thanh phan chinh:

22 22 g’}a chat xét nghi¢m Gamma + R1: buffer (pH 8.2), glycylglycine mL 1.000
+ R2: buffer (pH 6.0 at 25°C), L-y-glutamyl-3-carboxy-4- '
nitroanilide (Glupa-C), stabilizer.

« Pat tiéu chuan chat lugng ISO 13485
* Sir dung tuong thich cho mdy phén tich sinh hoa AU 480; CS-
) 600B* Thanh phan chinh: 2-Chloro-4-Nitrophenyl-a-D-

23 23 Hoa chat xét nghiém Amylase Maltotrioside (CNPG3), Sodium Chloride, Calcium Acetate 6 mL 500
mM, Pogassium Thiocyanate, Sodium Azide, Buffer: pH 6.0 Dat
tiéu chuan chat lugng ISO 13485
« Str dung twong thich cho may phan tich sinh hoa AU 480; CS-

LA a . 600B

24 24 Hoa chat xét nghiém Canxium « Thanh phin chinh: Arsenazo III, buffer, surfactant mb 500
* Pat tiéu chuéan chat lugng ISO 13485
« Str dung tuong thich cho may phan tich sinh hoéa AU 480; CS-
600B .

« Thanh phan chinh:
. Zoox Ak + R1: Acetate buffer pH 4.50, thiourea, guanidine

2 e Hoa chat xét nghiém Sat hydrochloride, surfactant. mL 480
+ R2A: Ferrozine
+ R2B: Sodium ascorbate
« Pat tiéu chuan chat lugng ISO 13485
« Sur dung twong thich cho may phan tich sinh héa AU 480; CS-

1A a 600B
26| 26 | Hoachatxénghiém Ethanol | /py0h phin chinh: Goods buffer 1 M, NAD, ADH , stabilizers | ™ 240
* Pat tiéu chuan chat lugng ISO 13485
) . . « Str dung twong thich cho may phan tich sinh hoa AU 480; CS-
27 27 Chat hi¢u chuan chat lugng 600B o ) ) mL
Ethanol * Sur dung d€ kiém soat chat lugng thuoc thu Ethanol 30
» Dat tiéu chuan chat lugng ISO 13485
Dung dich khir Khun nuée '63(1)1‘Bdung tuong thich cho may phan tich sinh héa AU 480; CS-
28 28 Ezgng 4 mdy xét nghiém sinh * Thanh phﬁn 9h1’nh; HCOONa; Surfactant; Bacteriostat mL 45.000
« Pat tiéu chuan chat lugng ISO 13485
. « Str dung tuong thich cho may phan tich sinh hoéa AU 480; CS-
29 29 Dung dich rtra kiém dung may 600B . mL
xét nghiém sinh hoa * Thanh phan chinh: NaOH; Sufactant 5.000
« Dat tiéu chuan chat luong ISO 13485
Béng dén sit dung cho may sinh « St dung tuong thich cho may phan tich sinh héa AU 480; CS- "
30 30 héa te dén 600B . ) Chiéc 4
rdong « Pat tiéu chuén chét luong ISO 13485
« St dung tuong thich cho may phan tich sinh héa AU 480; CS-
R X . 600B A

31 31 Cuvette may sinh hoa ty dong + B0 6 thanh , Bo |

* Pat ti€u chuan chat lugng ISO 13485
Céc dung miu bénh phim may « Sur dung twong thich cho may phan tich sinh héa AU 480; CS- .

32 32 sinh hoa 600B. . ) Cai 2000

« Pat tiéu chuan chat luong ISO 13485 ’
Dy hit mAu va hoa chit may « Str dung tuong thich cho may phan tich sinh hoéa AU 480; CS- .

33 33 sinh hoa 600B . ) Cai 3
« Pat tiéu chuan chat luong ISO 13485

I Phin | Hoéa chét sir dung cho may

2 phén tich nuéc tieu v
. * Str dung tuong thich cho mdy phén tich nudc tiéu Urostar 100
Que xét nghiém céc thanh phan | + Xét nghiém t6i thicu cdc thanh phan: Specific Gravity,
34 1 sinh héa nuéc tiéu > 10 thong Leucocytes, Nitrite, pH, Protein, Glucose, Ketones, Que
R o L 13.000
S0 Urobilinogen, Bilirubin, Blood
* Pat tiéu chuan chat lugng ISO 13485
Phan | Hoa chit sir dung cho may xét
111 N A iae
3 nghiém dién gidi




Thube thir xét nghiém dién giai

« Str dung tuong thich va sir dung dugc cho may xét nghiém dién
giai ISE5000

« Thanh phin chinh:

+ Dung dich A: Potassium chloride, Sodium chloride, Sodium

3011 1 5ihongsé salt, Calcium chloride, Water mL 10.000
+ Dung dich B: Potassium chloride, Sodium chloride, Sodium
salt, Calcium ghlori'de, Water
« Pat tiéu chuan chat lugng ISO 13485
St dung tuong thich va sir dung dugce cho may xét nghiém dién
Dung dich kiém tra may xét giai ISE5000
36 2 N hi%m. dion ciai y  Thanh phan chinh: Potassium chloride, Sodium chloride, mL 100
ghie “ng Sodium salt, Qalcium chloride, Water
« Pat tiéu chuan chat lugng ISO 13485
.  Sur dung tuong thich va sir dung dugc cho may xét nghiém dién
37 3 Dung dich rtra tuan may xét giai ISE5000 mL
nghiém dién giai « Thanh phin chinh: Sodium hypochlorite solution, Water 160
« Pat tiéu chuén chit luong ISO 13485
« Str dung tuong thich va sir dung dugce cho may xét nghiém dién
38 4 Dung dich rira ngay may xét giai ISE5000 mL
nghiém dién giai * Thanh phan chinh: Sodium benzoate, Methylene blue, Water 160
« Dat tiéu chuan chat luong ISO 13485
) « Sur dung tuong thich va sir dung dugc cho may xét nghiém dién
39 5 Dién cuc tham chiéu giai ISE5000¢ Thanh phén chinh: Potassium chloride, Waters Cai 1
Pat tiéu chuén chit luong ISO 13485
St dung tuong thich va sir dung dugce cho may xét nghiém dién
40 | 6 | Piencyc Calcium gidi ISES000 Cii
v * Thanh phan chinh: Calcium chloride, Water 1
« Pat tiéu chuan chat lugng ISO 13485
« Sur dung tuong thich va sir dung dugc cho may xét nghiém dién
s giai ISE5000 o
4 7 Bién cuc €l « Thanh phan chinh: Sodium fluorite, Water cai 1
« Pat tiéu chuan chat lugng ISO 13485
St dung tuong thich va sir dung dugce cho may xét nghiém dién
i . giai ISE5000 .
42 8 Bién cyc Kali « Thanh phén chinh: Potassium chloride, Water Cai 1
« Pat tiéu chuén chét luong ISO 13485
« Str dung tuong thich va sir dung dugc cho may xét nghiém dién
in giai ISE5000 .
= ? Bién cue pH * Thanh phan chinh: Sodium fluorite, Water cai 1
« Pat tiéu chuan chat luong ISO 13485
. « Sur dung tuong thich va sir dung dugc cho may xét nghiém dién
44 10 Dung dich nap b0 sung dién cyc | giai ISES000 mL
tham chiéu * Thanh phan chinh: Potassium chloride, Water 100
« Pat tiéu chuan ISO 13485
. « Str dung tuong thich va sir dung dugc cho may xét nghiém dién
45 1 Dung dich nap bo sung dién cyc | giai ISE5000 mL
Na/Cl/pH * Thanh phan chinh: Sodium chloride, Water 100
« Dat tiéu chuan ISO 13485
. « Sur dung tuong thich va sir dung dugc cho may xét nghiém dién
46 12 Dung dich nap b0 sung dién cuc | giai ISES000 L
Canxi * Thanh phan chinh: Calcium chloride, Water 100
« Pat tiéu chuan ISO 13485
. St dung tuong thich va sir dung dugce cho may xét nghiém dién
47 13 Dung dich nap b0 sung dién cyc | giai ISE5000 mL
Kali * Thanh phan chinh: Potassium chloride, Water 100
« Dat tiéu chuan ISO 13485
43 14 Day hat mau va hoa chit may * Sur dung tuong thich cho mdy phén tich dién giai ISES000 Ci
dién giai « Pat tiéu chuan chat luong ISO 13485 4
Phéin | Hoéa chét sir dung cho may xét
v N .
4 nghiém déng miu




49

Thubc thir xét nghiém

* Str dung tuong thich véi mdy xét nghiém dong mau CA600
« Thanh phin chinh: Bovine thrombin,stabilisers

mL

Fibrinogen « Pat tiéu chuén chat lugng ISO 13485 150
. * Str dung tuong thich vi mdy xét nghiém dong mau CA600
50 2 Dung dich pha loang mau lam « Thanh phan chinh: Barbital, sodium chloride, sodium azide; pH L
xét nghiém Fibrinogen 7.2-7.6. . ) 1.000
« Pat tiéu chuan chat lugng ISO 13485
) * Str dung tuong thich véi mdy xét nghiém dong mau CA600
51 3 Thuoc thir xac dinh thoi gian « Thanh phan chinh: Thromboplastin from rabbit brain, calcium mL
dong mau (Prothrombin) ions, sodium azide 400
« Dat tiéu chuan chat luong ISO 13485
Thube thit xéc dinh thoi gian o Sur ‘dung tkrong'thwh v6i may xét nghiém (_io_ng mau CA600
L X « Thanh phan chinh: ellagic acid , phospholipids extracted from
52 4 Thromboplastin timg phan duoc . . o mL
kich hoat (APTT) dehydrated ral?blt bgam, buffers, stabilisers, phenol. 250
: « Pat tiéu chuan chat luong ISO 13485
Dung dich pha loing miu xét o Su ‘dung t}}(mg,thl?h v6i may xét nghl@m don_g mau CA600
53 5 nohiem APTT * Thanh phan chinh: Solution of calcium chloride. mL 200
g « Dat tidu chuan chét lugng ISO 13485
* St dung tuong thich véi mdy xét ngh%ém dong mau CA600
Chét hieu chuin xéc dinh céc * Thanh phan chinh: Di¢u ché tr mot bé plasma dong lanh tir
54 6 Lk an . : ngudi khoé¢ manh dugc dém va dong khd dé dam bao sy 6n dinh mL
yéu to dong mau 3
clia tit ca cac thanh phan trong huyét trong.
« Dat tiéu chuén chét lugng ISO 13485
o ) * Sir dung tuong thich v6i may xét nghiém dong mau CA600-
55 7 Chat kiem soat chat lugng xét Thanh phén chinh: Huyet twong dong kho, dugc dicu che tir mL
nghiém dong mau mirc thap huyét twong ctia ngudi binh thuong. « Pat tiéu chuan chat luong 7
ISO 13485
o ) * Str dung tuong thich véi mdy xét nghiém dong mau CA600
Chat kiém soat chat lugng xét « Thanh phan chinh: Huyét twong dong kho, duoc di€u ché tir
56 8 A aa . , A N s | mL
nghiém dong mau mirc cao huyét twong cua nguoi binh thuong. 7
« Pat tiéu chuan chat luong ISO 13485
Dung dich lam sach thuong quy | * St dung tuong thich véi may déng mau CA600
57 9 kim hat mau dung cho may xét « Thanh phin chinh: NaClO, NaOH, Surfactant mL 700
nghiém dong mau « Pat tiéu chuén chét lugng ISO 13485
Dung dich rira kim hit mau * Str dung tuong thich véi mdy dong méu CA600
58 10 ding cho méy xét nghiém déng | + Thanh phin chinh: HCI, NaOH, Surfactant mL 500
mau « Pat tiéu chuan chat lugng ISO 13485
59 1 Cuvet xtr dung cho may dong * Sir dung tuong thich véi mdy dong mau CA600 Cai
mau « Pat tiéu chuan chat lugng ISO 13485 8.000
v Phéan | Hoa chat str dung cho may xét
5 nghiém huyét hoc
* Str dung tuong thich cho mdy xét nghiém huyét hoc XP-100
£ TN X  Thanh phan chinh: Quaternary Ammonium Salt, Anhydrous
60 ! Thuoc thirly giai hong cau Sodium Sulphate, KCI, Buffers, Stabilizers mL 35.000
« Pat tiéu chuén chét lugng ISO 13485
- « St dung tuong thich cho may xét nghiém huyét hoc XP-100
61 2 Dung dich pha lodng mau bénh  Thanh phan chinh: NaCl, Buffer, AntiMicrobial Agent, Boric L
pham Acid, Stabilizers 1.000.000
« Pat tiéu chuan chat lugng ISO 13485
Dung dich rtra kim hut mau, ) * Sir dung tuong thich cho mdy x¢ét nghiém huyét hoc XP-100
62 3 ong hit va buong do mdy huyet | < Thanh phén chinh: Sodium Hypochloride, Sufurctant, NaOH mL 100
hoc « Pat tiéu chuan chat luong ISO 13485
o . ) * Str dung tuong thich cho mdy xét nghiém huyét hoc XP-100
Chét kidm chuén huyét hoc mirc | + Thanh phén chinh: Hdng ciu ngudi va dong vét co vi, bach ciu
63 4 J4 mL
thap mb phong va tiéu cdu mé phong. 5

« Pat tiéu chuén chét lugng ISO 13485




Chét kiém chuén huyét hoc mirc

* Str dung tuong thich cho mdy xét nghiém huyét hoc XP-100
* Thanh phin chinh: Hdng ciu ngudi va dong vét co vi, bach ciu

o4 3 binh thuong mb phong va tiéu cdu mé phong. mb 5
« Pat tiéu chuin chét lugng ISO 13485
) ] * Str dung tuong thich cho mdy xét nghiém huyét hoc XP-100
65 6 Chét kiém chuén huyét hoc mirc | + Thanh phan chinh: Hdng ciu ngudi va dong vét co vi, bach ciu L
cao md phong va tiéu cdu mé phong. 5
« Pat tiéu chuén chét luong ISO 13485
66 7 Day hut méu va hoa chit may * St dung tuong thich cho may phan tich huyét hoc XP-100 Céi
huyét hoc « Pat tiéu chuan chat lugng ISO 13485 1
« Str dung tuong thich cho may xét nghiém huyét hoc MEK
6510K
67 8 Thubc thir ly giai hong cau « Thanh phin chinh: Quaternary Ammonium Salt, Sodium mL 16.000
Lauryl Sulfate, NaCl, Buffers, Stabilizers ’
- Pat tiéu chudn chit luong ISO 13485
« St dung tuong thich cho méay xét nghiém huyét hoc MEK
Dung dich pha loang mau bénh 310K = R . .
68 9 him : ¥  Thanh phan chinh: NaCl, Anti-Microbial Agent, Buffers, Boric mL 700.000
p Acid, Stabilizers ’
« Pat tiéu chudn chit lugng ISO 13485
« Sir dung tuong thich cho may xét nghiém huyét hoc Mek
S, . 6510K
69 | 10| Dungdichria miy thuong quy | [ppsoh shan: Sodium Sulphate, PB Buffer, NaCl, Sufurctant mL 20.000
- Pat tiéu chudn chit luong ISO 13485
« Sir dung tuong thich cho may xét nghiém huyét hoc Mek
A A A A , 65 1 OK
70 | 11 glgat kiém chudn huyet hoe mGc | ppsh phin chinh: Hong ciu nguoi va dong vat o6 vi, bach cu | mL S
P mo phoéng va tiéu cau mo phong.
- Pat tiéu chudn chit lugng ISO 13485
« Sir dung tuong thich cho may xét nghiém huyét hoc Mek
A A A A /. 65 1 OK
71 12 ghat kle{n chuan huyét hoc mie | | Thanh phén chinh: Hong cau ngudi va dong vét c6 vi, bach ciu mL
inh thuong A VA AL AT 5
mo phong va tiéu cau mo6 phong.
« Pat tiéu chuén chét luong ISO 13485
* St dung tuong thich cho mdy xét nghiém huyét hoc Mek
Chét kiém chuén huyét hoc mirc 6510K Thanh phén chinh: Hong cau nguoi va dong vat cé vu,
72 13 mL
cao bach cdu mo phong va tidu cau mé phong.e Pat tiéu chuén chét 5
lwong ISO 13485
73 14 Day huat mAu va hoa chit may * Sir dung tuong thich cho mdy phén tich huyét hoc Mek 6510K Cai
huyét hoc « Pat tiéu chuan chat luong ISO 13485 3
« Sir dung tuong thich cho may xét nghiém huyét hoc Maccura
Lo a1 A F580
74 15 gﬁlﬁfﬁ?gg }(/1 é’glﬁlsg}iigggh%nbgao « Thanh phin chinh: Dodecyl trimethyl ammonium chloride mL
X ’ (DTAC); 4-(2-Hydroxyethyl)-1-piperazineethanesulfonic acid 30.000
bach cau
(HEPES)
« Dat tiéu chuén chét luong ISO 13485
« Sir dung tuong thich cho may xét nghiém huyét hoc Maccura
Thube thir ly giai pha v& hdng F580
75 16 C%iu mau dé dinh lwong huyét « Thanh phin chinh: Dodecyl trimethyl ammonium chloride mL 12.000
sdc to (DTAC); Hydrochloric acid '
- Pat tiéu chudn chit luong ISO 13485
) « Sir dung tuong thich cho may xét nghiém huyét hoc Maccura
76 17 Thuéc nhuom té bao ding dé do | F580 mL
té bao bach cau « Thanh phin chinh: Fluorescent dye 800
« Pat tiéu chuén chit lugng ISO 13485
Dung dich rira may dinh ky « Sir dung tuong thich cho may xét nghiém huyét hoc Maccura
77 18 ding cho méy phan tich huyét F380 p . . mL
hoc * Thanh phan chinh: Sodium hypochlorite 80
¢ « Pat tiéu chuan chat luong ISO 13485
Dung dich pha loéing mau (GD- « St dung tuong thich cho méay xét nghiém huyét hoc Maccura
78 19 5) dung cho may xét nghiém FSSQ 3 . L . . mL
huyét ho i . Than_h phan chinh: Boric acid; Sodium chloride 800.000
; « Pat tiéu chuan chat lugng ISO 13485
Phéin | Hoa chit sir dung cho may xét
VI n X
6 nghiém mién dich




79

Héq chét dinh lugng Hormone
tuyén giap - TSH

« Sir dung tuong thich cho may xét nghiém mién dich Maglumi
800

« Thanh phan chinh: Magnetic Microbeads: Magnetic
microbeads coated with anti-TSH monoclonal antibody,
containing BSA, NaN3; Calibrator Low: TSH antigen, bovine
serum, NaN3; Calibrator High: TSH antigen, bovine serum,
NaN3; Buffer: Tris buffer, HAMA Blocker, containing BSA,
NaN3; ABEI Label: ABEI labeled with anti-TSH monoclonal
antibody (mouse), containing BSA, NaN3; Internal Quality
Control: TSH antigen, bovine serum NaN3.

« Pat tiéu chufin chét luong ISO 13485

Test

100

80

Hoa chit dinh lvong Hormone
tuyén giap - T3

« Sir dung tuong thich cho may xét nghiém mién dich Maglumi
800

+ Thanh phin chinh: Magnetic Microbeads: Magnetic
microbeads coated with purified T3 antigen, containing BSA,
NaN3; Calibrator Low: Containing BSA and T3 antigen, NaN3;
Calibrator High: Containing BSA and T3 antigen, NaN3; Buffer:
ANS, containing BSA, NaN3; ABEI Label: Anti-T3 monoclonal
antibody labeled with ABEI, containing BSA, NaN3; Internal
Quality Control: Containing BSA, T3 antigen, NaN3.

« Pat tiéu chuén chét lugng ISO 13485

Test

100

81

Hoa chit dinh lvong Hormone
tuyén giap - FT4

« Sir dung tuong thich cho may xét nghiém mién dich Maglumi
800

« Thanh phan chinh: Magnetic Microbeads: Magnetic
microbeads coated with purified T4 antigen, containing BSA,
NaN3; Calibrator Low: Containing BSA and T4 antigen, NaN3;
Calibrator High: Containing BSA and T4 antigen, NaN3; Buffer:
ANS, containing BSA, NaN3; ABEI Label: Anti-T4 monoclonal
antibody labeled with ABEI, containing BSA, NaN3; Internal
Quality Control: Containing BSA, T4 antigen, NaN3.

« Pat tiéu chuén chét lrgng ISO 13485

Test

100

82

Hoa chét dinh lugng néng do
AFP trong mau

« Sir dung tuong thich cho may xét nghiém mién dich Maglumi
800

« Thanh phan chinh: Magnetic Microbeads: Coated with anti-
AFP monoclonal antibody, containing BSA, NaN3.

Calibrator Low: Containing bovine serum and AFP antigen,
NaN3; Calibrator High: Containing bovine serum and AFP
antigen, NaN3; Buffer: Containing BSA, NaN3; ABEI Label:
Anti-AFP monoclonal antibody labeled with ABEI, containing
BSA, NaN3; Diluent: NaCl; Internal Quality Control: Containing
bovine serum, AFP antigen, NaN3.

« Pat tiéu chuén chét luong ISO 13485

Test

100

83

Hoa chét dinh lugng néng do
CEA trong mau

« Sir dung tuong thich cho may xét nghiém mién dich Maglumi
800+ Thanh phan chinh: Magnetic Microbeads: Magnetic
microbeads coated with anti- CEA monoclonal antibody,
containing BSA, NaN3; Calibrator Low: CEA antigen, bovine
serum, NaN3; Calibrator High: CEA antigen, bovine serum,
NaN3; Buffer: Containing BSA, NaN3; ABEI Label: Anti-CEA
monoclonal antibody labeled with ABEI, containing BSA,
NaN3; Diluent: NaCl; Internal Quality Control: CEA antigen,
bovine serum, NaN3.+ Dat tiéu chuén chat lugng ISO 13485

Test

100

84

Hoa chét dinh lugng n@)ng do
PSA trong mau

« Sir dung tuong thich cho may xét nghiém mién dich Maglumi
800

« Thanh phin chinh: Magnetic Microbeads: Magnetic
microbeads coated with anti-PSA monoclonal antibody,
containing BSA, NaN3; Calibrator Low: Containing bovine
serum and Total PSA, NaN3; Calibrator High: Containing
bovine serum and Total PSA, NaN3; Buffer: Containing BSA,
NaN3; ABEI Label: Anti-PSA monoclonal antibody labeled
ABEI, containing BSA, NaN3; Diluent: NaCl; Internal Quality
Control: Containing bovine serum, Total PSA, NaN3.

- Pat tiéu chudn chit luong ISO 13485

Test

100

85

Hoa chét dinh lugng n@)ng do
CA 125 trong mau

« Str dung tuong thich cho may xét nghiém mién dich Maglumi
800

« Thanh phin chinh: Magnetic Microbeads: Magnetic
microbeads coated with anti-CA 125 monoclonal antibody,
containing BSA, NaN3; Calibrator Low: CA 125 antigen,
containing BSA, NaN3; Calibrator High: CA 125 antigen,
containing BSA, NaN3; Buffer: Containing BSA, NaN3; ABEI
Label: Anti-CA 125 monoclonal antibody labeled with ABEI,
containing BSA, NaN3; Diluent: Containing bovine serum,
NaN3; Internal Quality Control: CA 125 antigen, containing
BSA, NaN3.

- Pat tiéu chudn chit luong ISO 13485

Test

100




86

Hoa chét dinh luong ndng do
CA 15-3 trong mau

« Sir dung tuong thich cho may xét nghiém mién dich Maglumi
800

« Thanh phan chinh: Magnetic Microbeads: Magnetic
microbeads coated with anti-CA 15-3 monoclonal antibody,
containing BSA, NaN3; Calibrator Low: CA 15-3 antigen,
containing BSA, NaN3; Calibrator High: CA 15-3 antigen,
containing BSA, NaN3; Buffer: Containing BSA, NaN3; ABEI
Label: AAnti-CA 15-3 monoclonal antibody labeled ABEI,
containing BSA, NaN3; Internal Quality Control: CA 15-3
antigen, containing BSA, NaN3.

« Pat tiéu chufin chét luong ISO 13485

Test

100

87

Hoa chét dinh luong ndng do
CA 19-9 trong méau

« Sir dung tuong thich cho may xét nghiém mién dich Maglumi
800

« Thanh phan chinh: Magnetic Microbeads: Magnetic
microbeads coated with anti-CA19-9 monoclonal antibody,
containing BSA, NaN3; Calibrator Low: CA 19-9 antigen,
containing BSA, NaN3; Calibrator High: CA 19-9 antigen,
containing BSA, NaN3; Buffer: Containing BSA, NaN3; ABEI
Label: Anti-CA 19-9 monoclonal antibody labeled ABEI,
containing BSA, NaN3; Diluent: NaCl; Internal Quality Control:
CA 19-9 antigen, containing BSA, NaN3.

« Pat tiéu chuén chét luong ISO 13485

Test

100

88

Hoa chét dinh luong ndng do
CA 72-4 trong mau

« Sir dung tuong thich cho may xét nghiém mién dich Maglumi
800

« Thanh phin chinh: Magnetic Microbeads: Magnetic
microbeads coated with anti- CA 72-4 monoclonal antibody,
containing BSA, NaN3; Calibrator Low: Containing BSA and
CA 72-4 antigen, NaN3; Calibrator High: Containing BSA and
CA 72-4 antigen, NaN3; Buffer: Containing BSA, NaN3; ABEI
Label: Anti-CA 72-4 monoclonal antibody labeled with
ABEIcontaining BSA, NaN3; Internal Quality Control:
Containing BSA and CA 72-4 antigen, NaN3.

« Pat tiéu chuén chét luong ISO 13485

Test

100

89

Héa chét dinh luong nSng do
Beta HCG trong mau

« Sir dung tuong thich cho may xét nghiém mién dich Maglumi
800

+ Thanh phin chinh: Magnetic Microbeads: Magnetic
microbeads coated with anti-HCG monoclonal antibody,
containing BSA, NaN3; Calibrator Low: HCG antigen,
containing bovine serum, NaN3; Calibrator High: HCG antigen,
containing bovine serum, NaN3; Buffer: Containing BSA,
NaN3; ABEI Label: Anti-HCG monoclonal antibody labeled
with ABEI, containing BSA, NaN3; Diluent: Containing bovine
serum, NaN3; Internal Quality Control: HCG antigen, containing
bovine serum, NaN3.

» Pat tiéu chuan chat lugng ISO 13485

Test

100

90

Hoa chét dinh luong n@)ng do
CYFRA 21-1 trong mau

« Sir dung tuong thich cho may xét nghiém mién dich Maglumi
800+ Thanh phan chinh: Magnetic Microbeads: Magnetic
microbeads coated with anti-CYFRA 21-1 monoclonal antibody,
containing BSA, NaN3; Calibrator Low: Containing BSA and
CYFRA 21-1 antigen, NaN3; Calibrator High: Containing BSA
and CYFRA 21-1 antigen, NaN3; Buffer: Containing BSA,
NaN3; ABEI Label: Anti-CYFRA 21-1 monoclonal antibody
labeled with ABEI, containing BSA, NaN3; Internal Quality
Control: Containing BSA, CYFRA 21-1 antigen, NaN3.+ Dat
tiéu chuan chat lugng ISO 13485

Test

100

91

Dung dich rtra kim bénh~phém
va kim hut mau may mién dich

« Sir dung twong thich cho may xét nghiém mién dich Maglumi
800

« Thanh phin chinh: Sodium hypochlorite.

« Dat ti€u chuan chat lugng ISO 13485

mL

500

92

Hoa chét kiém tra kinh
loc may mién dich

« Str dung tuong thich cho méay xét nghiém mién dich Maglumi
800

« Thanh phﬁnachin}}: Catalyst, NaOH, H202.

* Pat tiéu chuéan chat lugng ISO 13485

mL

3.680

93

Hoa chét rira hat bi tir va kim
hat may mién dich

« Str dung tuong thich cho méay xét nghiém mién dich Maglumi
800

* Thanh phén:aTris—,HCI buffer

« Dat ti€u chuan chat lugng ISO 13485

mL

4.998

94

Cuvette may mién dich tu dong

« Sir dung tuong thich cho may phan tich Mién dich Magnumi
800
« Pat tiéu chudn chét lugng ISO 13485

Cai

1.536




B6 thubc thir mién dich xac
dinh dinh lugng Thyroid

« Sir dung tuong thich cho may xét nghiém mién dich Maccura
11000

« Thanh ph'ém chinh: Bao gém R1,R2, va2lo hiéu chudn Call,
Cal2.

R1: Mouse anti-TSH monoclonal antibody; Magnetic

95 17 Stimulating Hormone (TSH) microparticles Test 2400
trong huyét thanh hodc huyét R2: TSH monoclonal antibody (mouse) labeled with acridinium
tuong ester
Call: TSH recombinant antigen
Cal2: TSH recombinant antigen
* Pat tiéu chuan chat lugng ISO 13485
« Str dung tuong thich cho may xét nghiém mién dich Maccura
11000
« Thanh phin chinh: Bao gdm R1, R2, R3 va 2 lo hiéu chuén
B0 thude thir midn dich xéc Call, Cal2. . .
. . R1: Mouse anti-T3 monoclonal antibody; Magnetic
dinh dinh lugng Total . .
96 18 .. . microparticles. Test 2400
Triiodothyronine (TT3) trong ; . S
huyét thanh hodc huyét twon R2: T3 labeled with acridinium ester.
4 : Y & R3: Buffer contained dissociating agent
Call: Triiodothyronine
Cal2: Triiodothyronine
* Pat tiéu chuéan chat lugng ISO 13485
« Str dung tuong thich cho may xét nghiém mién dich Maccura
11000
* Thanh phén chinh: Bao gém R1, R2, R3, va 2 lo hiéu chuin
Bo thuéc thir mién dich xéc Call, Cal2. . .
. . . R1: Mouse anti-T4 monoclonal antibody; Magnetic
dinh dinh luong Free Thyroxine . .
97 19 (FT4) trong huyét thanh hodc microparticles. Test 2400
huvét tuong 4 ’ R2: T3 labeled with acridinium ester.
uye & R3: Tris Buffer
Call: Thyroxine antigen
Cal2: Thyroxine antigen
* Pat ti€u chuan chat lugng ISO 13485
« Str dung tuong thich cho may xét nghiém mién dich Maccura
11000
* Thanh phé"m chinh: Bao gf")m R1, R2, va 2 lo hiéu chuén Call,
A A X . Cal2.
B.Q thu-OC thir micn dich xac R1: Mouse anti-AFP monoclonal antibody; Magnetic
dinh dinh luong alpha . .
98 20 fetoprotein (AFP) trong huyét microparticles Test 200
protel X &y R2: Mouse anti-AFP monoclonal antibody labeled with
thanh hodc huyét tuong. e
acridinium ester.
Call: AFP, New bovine serum
Cal2: AFP, New boyine serum
* Pat ti€u chuan chat lugng ISO 13485
« Sir dung tuong thich cho may xét nghiém mién dich Maccura
11000
« Thanh phén chinh: Bao gém R1, R2, va 2 1g hiéu chun Call,
~ o 5 . X . . Cal2.
B.Q thu.oc thir micn (,hCh xac R1: Mouse anti-CEA monoclonal antibody; Magnetic
dinh dinh luong khang nguyén . .
99 21 Carcinoembryonic (CEA) tron microparticles Test 300
F o F ® | R2: Mouse anti-CEA monoclonal antibody labeled with
huyét thanh hodc huyét twong. L
acridinium ester
Call: CEA, New bovine serum
Cal2: CEA, New vaine serum
« Pat ti€u chuan chat lugng ISO 13485
* Str dyng tuong thich cho mdy x¢ét nghiém mién dich Maccura
) 11000+ Thanh phan chinh: Bao gom R1, R2, va 2 1o hi¢u chuan
B6 thude thr mién dich xac Call, Cal2.R1: Mouse anti-PSA monoclonal antibody; Magnetic
100 22 dinh dinh luong t-PSA trong microparticles.R2: Mouse anti-PSA monoclonal antibody labeled Test 200
huyét thanh hodc huyét twong. with acridinium ester Call: PSA, Bovine serum albuminCal2:
PSA, Bovine serum albumine Dat tiéu chuan chat lugng ISO
13485
« Sir dung tuong thich cho may xét nghiém mién dich Maccura
11000
* Thanh phén chinh: Bao gém R1,R2, va2lo hiéu chudn Call,
~ A 5 :X . . Cal2.
?iiﬁh;zitﬁl l:;millll;i;(:hnxac en R1: Mouse anti-CA 125 monoclonal antibody; Magnetic
101 23 : : one & neuy! microparticles Test 200

ung thu 125 (CA 125) trong
huyét thanh hodc huyét twong.

R2: Mouse anti-CA 125 monoclonal antibody labeled with
acridinium ester

Call: CA 125, Bovine serum albumin

Cal2: CA 125, Bovine serum albumin

- Pat tiéu chudn chit luong ISO 13485




B6 thudc thor mién dich xéac
dinh dinh luong khang nguyén

« Sir dung tuong thich cho may xét nghiém mién dich Maccura
11000

« Thanh ph'ém chinh: Bao gém R1,R2, va2lo hiéu chudn Call,
Cal2.

R1: Mouse anti-CA 15-3 monoclonal antibody; magnetic

102 24 microparticles Test 200
ng ;thu 153 ((;A 15-;3 ) trong R2: Mouse anti-CA 15-3 monoclonal antibody labeled with
uyét thanh hoac huyét twong. L
acridinium ester
Call: CA 15-3, Casein
Cal2: CA 15-3, Casein
- Pat tiéu chudn chit luong ISO 13485
« Str dung tuong thich cho may xét nghiém mién dich Maccura
11000
« Thanh phin chinh: Bao gdm R1, R2, va 2 lo hiéu chuén Call,
A I3 , S X . ’ Cal2.
?.Q thupc thir micn (,hCh xac R1: Mouse anti-CA 19-9 monoclonal antibody; Magnetic
inh dinh lugng khang nguyén . .
103 25 ung thu 19-9 (CA 19-9) tron microparticles Test 200
g < £ g R2: Mouse anti-CA 19-9 monoclonal antibody labeled with
huyét thanh hoac huyét tuong. e
acridinium ester
Call: CA 19-9, Bovine serum albumin
Cal2: CA 19-9_, Bovine serum albumin
« Pat tiéu chudn chit lugng ISO 13485
« Stir dung tuong thich cho may xét nghiém mién dich Maccura
11000
* Thanh phén chinh: Bao gf")m R1, R2, va 2 lo hiéu chuén Call,
B thudc thir min dich x4c Cal2.
dinh dinh luong khang nguyén R1: Mouse anti-CA 72-4 monoclonal antibody coated magnetic
104 26 Carbohydrate 72-4 (CA 72-4) microparticles Test 200
trong huyét thanh hodc huyét R2: Acridinium ester labeled Mouse anti-CA 72-4 monoclonal
tuong. antibody
Cal 1: CA 72-4, Bovine serum albumin
Cal 2: CA 72-4, Bovine serum albumin
« Pat tiéu chuén chét luong ISO 13485
« Sir dung tuong thich cho may xét nghiém mién dich Maccura
11000
B6 thube thir midn dich xéc « Thanh phén cvhinh: Bao gbm R1, R2, RS, va2lo Cal!, Cal2.
. . R1: Mouse anti-B-HCG monoclonal antibody; Magnetic
dinh fimh lugng Beta Human microparticles
105 27 Chorionic Gonad? tropin (B i~ R2: AE labelled anti-B-HCG monoclonal antibody (mouse) Test 400
HCG) trong huyét thanh hoac :
huyét twong R3: Phosphateibuffer _
Call: Recombinant f-HCG antigen
Cal2: Recombinant B-HCG antigen
« Pat tiéu chuén chét luong ISO 13485
« Sir dung tuong thich cho may xét nghiém mién dich Maccura
11000
* Thanh phén chinh: Bao gém R1, R2, va 2 lo hiéu chuén Call,
~ A , . X . . Cal2.
B.Q thu_oc thir micn dich xac R1: Mouse anti-CYFRA21-1 monoclonal antibody (mice);
dinh dinh lugng Cytokeratin 19 o .
106 28 (CYFRA21-1) trong huyét Magnetic microparticles Test 200
thanh hogc huyét tuong R2: Mouse anti-CYFRA21-1 monoclonal antibody (mice)
i : labelled with AE
Call: CYFRA21-1, Bovine serum albumin
Cal2: CYFRA21-1, Bovine serum albumin
« Pat tiéu chuéin chét luong ISO 13485
« Str dung tuong thich cho may xét nghiém mién dich Maccura
Vit lidu kiém soat chét luong 1000
107 29 da xét nghiém dung trong xét + Thanh phan chinh: Huyét thanh ngudi chira chit phan tich mién mL 30
nghiém mién dich (CIM) muc 1 dich, Sucrose
« Pat tiéu chuén chét luong ISO 13485
« Str dung tuong thich cho may xét nghiém mién dich Maccura
Vit lidu kiém soat chét lugng 1000
108 30 | daxétnghiém ding trong xét « Thanh phin chinh: Huyét thanh ngudi chira chit phan tich midn | mL 30
nghiém mién dich (CIM) mic 2 | dich, Sucrose
« Pat tiéu chuén chét lrgng ISO 13485
s R * Str dung tuong thich cho may xét nghiém mién dich Maccura
109 | 31 | Dungdichriadém (WS)ding | ;)000. Thanh phin chinh: AlKaline solutions Pat tiéu chuan chdt | mL 360
cho mdy xét nghiém micn dich lugng ISO 13485
« Str dung tuong thich cho may xét nghiém mién dich Maccura
Dung dich dém co chat 11](,)}?0 h phin chinh:
110 | 32 | (Substrate Buffer) dung cho anh phan chinh: mL 60000

may xét nghiém mién dich

A: H202; Nitric acid
B: NaOH; Su(factapt
« Pat ti€u chuan chat lugng ISO 13485




Dung dich rira dém (Wash

« Sir dung tuong thich cho may xét nghiém mién dich Maccura
11000

e 33 BUff?r) dﬁgg cho mdy xét + Thanh phan chinh: Buffer; Surfactant mL 28000
nghi¢m mién dich « Pat tiéu chuan chat luong ISO 13485
R - . « Str dung tuong thich cho may xét nghiém mién dich Maccura
112 | 34 i‘; C}‘(‘gf:l pﬁ;‘;’gﬁ;’ dcil}j“g cho | 1000 o Cii 24500
y ghie : « Pat tiéu chuan chat lugng ISO 13485
« Sir dung tuong thich cho may xét nghiém mién dich Maccura
Vit liéu kiém soat cht luong 11000 p
o T i « Thanh phan chinh: Alpha-fetoprotein; Carcinoembryonic
113 35 xét nghiém dau an ung thu mirc Lo ; . . . mL 12
5 antigen; Cancer antigen 125; Cancer antigen 15-3; Cancer
antigen 19-9; Prostate Specific Antigen; Bovine serum albumin
« Pat tiéu chuan chat luong ISO 13485
« Str dung tuong thich cho may xét nghiém mién dich Maccura
Vit lidu kiém soat chét lugng 11000 A
P S T  Thanh phan chinh: Alpha-fetoprotein; Carcinoembryonic
114 36 xét nghiém dau an ung thu murc . . . . . mL 12
3 antigen; Cancer antigen 125; Cancer antigen 15-3; Cancer
antigen 19-9; Prostate Specific Antigen; Bovine serum albumin
« Pat tiéu chuan chat lugng ISO 13485
Phin | Hoa chét sir dung cho thin
vl A : :
7 nhén tao
Thanh phén trong 1.000 ml dung dich gom:
. - Natri clorid: 210,68 g+ 10%
115 1 Dung dich tham phan mau dam | - Kali clorid: 5,22 g+ 10% Lit
dac A (Acid) - Calci clorid.2H20: 9,00 g + 10% 13.200
St dyng tuwong thich véi dich B (Bicarbonat)
- bat téu chuan: ISO 9001, ISO 13485
) Thanh phén trong 1.000 ml dung dich gom:
116 5 Dung dich tham phan méau dam - Natri bicarbonat: 84,0 g + 10% Lit
dac B (Bicarbonat) St dung tuwong thich véi dich A (Acid) 16.200
- Dat téu chuan: ISO 9001, ISO 13485
VIII P';a“ Sinh phim y té
NN £ « Sir dung tuong thich cho may Test nhanh dudng huyét
117 1 iest nmharilh thir dudng huyet mao mach AC_CU-CHEK Active Test 5.000
a0 mac + Dat tiéu chuén 1SO 13485:2016 :
Do nhay: > 99.78% v6i mau huyét tuong, > 99.84% véi mau
i i £ 0/ < ii X . N A o
Test nhanh chan doan HIV thé hl}yet :than}}, = 9‘9'01 4’ Vol mau mau t?an' phé.l? {inh mach,, ‘1 OQA)
118 2 he 3 v6i mau mau toan phan mao mach. B¢ dic h1¢u:~ 100% v6i mau Test 4.600
j huyét twong va méau toan phén, > 99.92% v&i mau huyet thanh; ’
Pat tiéu chuan ISO 13485
X Phat hién sy co mat cua cé}c khang thé khéng HIV-1 va HIV-2
119 3 Test nhanh phat hién khang thé | trong mau toan phan, huy€t thanh hodc huy€t twong nguoi; DO Test
HIV nhay: > 99.59%, B¢ dac hiéu: > 99.87%; Dat tiéu chuan ISO 300
13485
120 4 Test nhanh phat hién khang thé Do nhay 98,9%; Do ddc hi¢u 100%, d6 chinh xac 100%; Dat ticu Test
khang virus viém gan C chuan ISO 13485 4.600
121 5 Test nhanh phat hién khang ) Test
nguyén bé mat viém gan B Do nhay 100 %, d6 dac hi¢u 100%; Dat tiéu chuan ISO 13485 4.600
Phét hi¢n khang thé khang syphilis trong méu toan phan, huyét
122 6 Test nhanh phat hi¢n Giang mai | thanh, huyét tuong gﬁa nguoi; P nhay: 100% ; Do dac hidu: Test 3100
100%; Pat tiéu chuan ISO 13485. ’
- Nguong phat hién: 5x10"4 IFU/ml
123 7 Test nhanh phat hi¢n Chlamydia | - D¢ nhay: 293% ; by dac hiéu: > 99% Test 600
Pat tiéu chuan ISO 13485 hoac twong duong
1A . Do nhay tuong quan: 100%; Do dac hi¢u twong quan: > 97,2%
124 8 Test nhanh phat hién Rotavirus Pat tiéu chuan 1SO 13485 hodc tuong duong Test 200
A . - Vach A: D6 nhay twong quan: > 99% , B¢ dac hiu twong
125 9 ie]s; nhanh phdt hién vi ris cim quan: 100% - Vach B: D9 nhay twong quan: 100% , D dic hig¢u Test 2.000

tuong quan: 100%Dat tidu chuin ISO 13485 hoic twong duong




Test nhanh phat hién vi rus hop

D6 nhay tuong quan: > 96%

126 10 \ Do dac hi¢u twong quan: >97% Test
bao (RSV) Dat tiéu chuén ISO 13485 hoic trong duong 100
1A . Do nhay 100%; Do dac hiéu 100%;
127 11 Test nhanh phat hi¢n Morphin Pat ticu chuan 1SO 13485:2016 Test 300
Test nhanh phdt hién 5 chat gdy |\ i {rine DOA, Drugs Tests (MDMA - THC - MET - KET -
128 12 nghién trong nudc ticu (MDMA MOP): Dat tiéu chuin ISO 13485 Test 600
- THC - MET - KET - MOP) » battien chu
Test nhanh phat hién 5 chit gdy | Binh tinh cac chit gay nghién trong miu nudc tiéu
129 13 nghién trong nude tiu MOP300/AMP500/Heroin10/THC50/COD300 Test 300
(MOP/AMP/Heroin/THC/COD) | D¢ nhay > 99.9%, do dac hiéu >99.9%
Al A, A Vach IgG: Bg nhay > 97%, B¢ dac hiéu > 99%
130 | 14 Essghanh phat hién OLXUSE |y ch 1gM: DG nhay > 96%, Do dac hiéu > 98% Test | 500
Y Dat tiéu chuén ISO 13485 hodic tvong duong
Test thuc hi¢n HP trong mﬁu~ bénh phérr} (sinh thié’t' da day) hoac
131 15 Test nhanh phat hién HP da day | trén moi trudng nudi cdy (mau bénh pham sinh thict da day); Test 1.600
Pat tiéu chuan ISO 13485:2016 :
132 16 ASO A Pat tiéu chuén ISO 13485 hoic tuong duon Test
do lién cau nhoém A sinh ra at ieu chud oac & & es 400
133 | 17 2"3 chat dinh nhom mdu Anti | 5y i chudn 1SO 13485 hodic twong duong w0
134 | 18 }BI‘”‘ chat dinh nhom mdu Anti | 5y i Chudn 1SO 13485 hodic twong duong w0
135 | 19 | Hachatdinhnhémmdu Anti | 5 s hudn 1SO 13485 hodc tuong duong ml
AB 200
Hoa chit dinh nhém mau Anti N <
136 20 D (IgM) Pat ti€u chuan ISO 13485 hoac twong duong ml 200
137 | 21 | Mbi truong nudi cdy thach mau | Dat tiéu chudn ISO 13485 hodc twong dwong bia | 4
138 22 Mbi trudng nuéi cdy canh thang | Dat tiéu chuin ISO 13485 hodc twong dwong Ong 100
139 | 23 | Moitruong nudi cay thach Dat tidu chuén ISO 13485 hoic tuong duong Dia
thuong 200
140 | 24 | Moi trudng nudi cly Chocolate | Dat tidu chudn ISO 13485 hoic twong duong bia | o
141 25 | Moi truong nudi cly thach Uri | Dat tidu chudn ISO 13485 hodc trong duong bia | o
X Ph;“ Hoa chit khac
142 1 Muéi tinh khiét NaCl Vién chira NaCl > 99,5% Kg o
143 2 Hoa Ch".lt kh}r trung goc Thanh phén: Peracetic acid > 4.5% Lit
Peracetic acid 40
Test thr hiéu nang hoa chat " 2 y
144 3 Peracetic acid Pat tiéu chuan ISO 13485 hodc tuong duong Test 100
145 4 Test thir d cirng trong nude Pat tiéu chuén ISO 13485 hoic trong duong Test 500
146 5 Test thir ton du Clo Pat tiéu chuén ISO 13485 hoic trong duong Test | 500
147 6 Gel siéu am Pat tiéu chuén ISO 13485 hoic trong duong Lit 100
148 7 Nuéc cit vo khun Pat tiéu chuén ISO 13485 hoic trong duong Lit

900




149

Vo6i soda

Pat tiéu chuén ISO 13485 hoic trong duong

Kg

12
150 9 Axit Citric Pat tiéu chuan ISO 13485 hodc ISO 9001 hodc tuong Kg
duong 125
Nude mudi pha huyén dich " z <
151 10 0.45% Dat tiéu chuan ISO 13485 hodc tuong duong ml 2000
152 11 Parafin dang rin Pat tiéu chuén ISO 9001 hodc COA hoic tuong dwong Kg 65
153 12 Parafin dang long Pat tiéu chuén ISO 13485 hoic 1SO 9001 ml 7000
154 13 Thuéc nhuém Giemsa Pat tiéu chuan ISO 13485 hoac ISO 9001 hoac tuong ml
duong 500
155 14 | Chi thi nhiét hoa hoc Pat tiéu chuén ISO 13485 Miéng 500
Bao gom 04 lo dung dich thudc nhudm thanh phén la Crystal
156 15 B6 nhu¢m gram Violet, Lugol, Alcohol va Safranine moi lo 100ml..Dat tiéu Bo 3
chuan ISO 13485
157 16 Thude nhudém xanh methylen Dung dich xanh methylen ml 500
158 17 Dung dich KOH 10% Dung dich KOH 10% ml 500
X Pll‘f)'“ Héa chit xét nghiém khi mau
Phan tich t6i thiéu cac chi sé: pH, p02, pCO2, Het, Na+, K+,
) Cat+, Glgcose, Lactate. .
159 | Hoa chat xét nghiém khi mau Thanh phan bao gom: Dung dich kiém soét quy trinh, dung dich Ho
(Hop 2 75 test) tham chicu va tti dung nudce thai, thé cam bién, van phan phoi, P 20

ong bom, kin hut méu tit ca duge dong goi trong mot khdi.
Pat tiéu chuan ISO 13485, FDA

Téng cong: 10 phin; 159
khodn
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(Kém theo Cong vin s6: 13314 Z“TYZT ](Y]E ngay | JE d; S /01/2025 ciia Trung tam Y té huyén Vin Yén)
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gt Frag tAm Y té huyén Vin Yén

Kinh

Trén co s¢ yéu cau bao gid so: /TTYT-KD ngay  /01/2025 cta Trung

tam Y t& huyén Vin Yén, chang t6i..../ghi tén, dia chi ciia hdng san xudt, nha

cung cdp; truong hop nhiéu hang sdn xudt, nha cung cdp cung tham gia trong

mot bdo gia (goi chung la lién danh) thi ghi ro tén, dia chi cua cdc thanh vién
lién danh] xin bao gia theo ndi dung bang duoi day:

Don
gia
Ky, ma, (VND) X
Tén nhin | Ma | Nam | XuvAt | 2%" | S6 | (ddbao | 1R20R
STT X . S - A . vi P tién
hanghoa | hi¢u, hang | HS | san xuat X P lwong gom
2 £ tinh z | (VND)
san xuat Thue,
phi, l¢
phi...)
Phin .....
II | Phin.....
Tong | | | 1 1 1 |
cong:
1. B4o gid nay co6 hi¢u luc trong vong: ...... Ngay [ghi cu thé so ngay nhung

khéng nhé hon 90 ngay), ké tix ké tir 14h00 ngay 22 thing 01 nim 2025.

2. Chung toi cam két:

- Khong dang trong qua trinh thuc hién tha tuc giai thé hodc bi thu hoi
Gidy chtng nhan ding ky doanh nghiép hoic Gidy chiig nhan ding ky ho kinh
doanh hodc cac tai liéu tuong duong khac; khong thudc truong hop mat kha ning
thanh toan theo quy dinh cta phéap luat vé doanh nghiép.

- Thong tin vé gia ctia hang hoa phu hop véi kha nang cung cip ctia ching toi
va bao dam viéc cung cip bao gia nay khong vi pham quy dinh ctia phap lut vé
canh tranh, ban pha gia hoic nang khéng gia;

- Nhiing thong tin néu trong bao gia la trung thuc.

., ngay.... Thang 01 nam 2025
Dai dién hop phap cuia hang san xuit, nha cung cap
(Ky tén, dong ddu (néu co))
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